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DETAILED ACTION 

1. Applicant's amendment filed on 1 1/17/2008 is acknowledged. 

2. Claims 3, 6, 9-31, 34 and 37-38 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b) as being drawn to a nonelected inventions, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 09/28/2006 and 
04/21/2008. 

3. Claim 32 is currently under examination as it reads on an allergen inactivating method for 
Dermatophagoides farinae Hughes allergens by maintaining the allergens under a condition in 
which an enzyme and a denaturing agent exist, wherein the enzyme is an enzyme of Bacillus 
species carrying a plasmid that encodes the Pyrococcus furiosus protease gene, or papain; and 
the denaturing agent is sodium dodecylsulfate, or urea. 

4. In view of the amendments filed on 1 1/17/2008, only the following rejections are 
maintained . 



Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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6. Claim 32 stands rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention for the same reasons as set forth in the Office Action mailed on 08/19/2008. 

Claim 32 recites 'Dermatophagoides farinae Hughes allergens' and 'the Pyrococcus 
furiosus protease gene.' These terms are indefinite because they only describe the allergen and 
protease gene of interest by arbitrary names, 'Dermatophagoides farinae Hughes allergens' and 
'the Pyrococcus furiosus protease gene.' While the names may have some notion of the 
specificity of the allergen and protease gene, there is no recitation which distinctly claims them. 
For example, others in the field may isolate the same allergen and protease gene and give them 
entirely different names. Applicants should particularly point out and distinctly claim the 
'Dermatophagoides farinae Hughes allergens' and 'the Pyrococcus furiosus protease gene' by 
claiming a sufficient number of characteristics associated with the allergens and protease gene. 
Claiming biochemical molecules by a particular name given to them by various workers in the 
field fails to distinctly claim the protein. 

Applicant's argument filed on 1 1/17/2008 has been fully considered, but is not found 
persuasive. 

Applicant argues: 

"The rejection of claim 32 is overcome by the amendment to the claim. 

The Examiner states that the terms "Df allergens" and "Pfu protease S" are indefinite. Claim 32 
has been amended to the term dust mite extract-Df" with "Dermatophagoides farinae Hughes." Support for 
this amendment may be found in the attached document "Mite Extract-Df," which demonstrates that an 
extract of the dust mite Dermatophagoide sfarinae Hughes is known in the art. 

Claim 32 has also been amended to clarify the recitation of "enzyme," by reciting: "wherein the 
enzyme is an enzyme of Bacillus species carrying a plasmid that encodes the Pvrococcusfuriosus protease 
gene, or papain." Support for the recitation regarding the Pyrococcusfuriosus protease gene may be found 
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in canceled claim 39, and in the attached document "Pfu Protease S." Support for the recitation regarding 
papain may be found, for example, in claim 31." 

It remains the Examiner's position that the recitations of 'Dermatophagoides farinae 
Hughes allergens' and 'the Pyrococcus furiosus protease gene' in Claim 32 do not distinctly claim 
the allergen and protease gene. Claiming biochemical molecules by a particular name given to 
them by various workers in the field fails to distinctly claim the protein . Therefore, Applicant's 
argument and attached document are not persuasive. 

7. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

8. Claim 32 stands rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for : an allergen inactivating method for dust mite extract-Df allergens by 
maintaining the dust mite extract Df-allergens under a condition in which Pfu protease S or 
papain enzymes and urea or SDS exist, does not reasonably provide enablement for : an allergen 
inactivating method for Dermatophagoides farinae Hughes allergens by maintaining the 
allergens under a condition in which an enzyme and a denaturing agent exist, wherein the 
enzyme is an enzyme of Bacillus species carrying a plasmid that encodes the Pyrococcus 
furiosus protease gene, or papain; and the denaturing agent is sodium dodecylsulfate, or urea. 
The specification does not enable any person skilled in the art to which it pertains, or with which 
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it is most nearly connected, to make and use the invention commensurate in scope with these 
claims for the same reasons as set forth in the Office Action mailed on 08/19/2008. 

The specification does not adequately disclose an allergen inactivating method for 
'Dermatophagoides farinae Hughes allergens.' The specification does not adequately provide 
support for 'Dermatophagoides farinae Hughes allergens.' Therefore, one of ordinary skill in the 
art would not be able to practice the claimed method commensurate in scope with the claims 
without undue experimentation. The claimed Dermatophagoides farinae Hughes allergens read 
on all Dermatophagoides farinae allergens and derivatives thereof, given that the claims do not 
recite any specific structure for the allergens. The specification has not adequately disclosed an 
allergen deactivating method for all Dermatophagoides farinae allergens and derivatives thereof, 
much less provide adequate guidance on how to make and use the genus of all 
Dermatophagoides farinae allergens and derivatives thereof in the instantly claimed method. 

The specification also does not adequately disclose an allergen inactivating method for 
Dermatophagoides farinae Hughes allergens by maintaining the allergens under a condition in 
which any 'enzyme of Bacillus species carrying a plasmid that encodes the Pyrococcus furiosus 
protease gene' exists. The recitation of 'enzyme of Bacillus species carrying a plasmid that 
encodes the Pyrococcus furiosus protease gene' reads on all enzymes of every Bacillus species, 
including all enzymes of a Bacillus species that carries a plasmid that encodes the Pyrococcus 
furiosus protease gene. The instantly recited enzyme is not limited to the Pyrococcus furiosus 
protease. The art teaches that Bacillus strains comprise proteases other than 'the Pyrococcus 
furiosus protease': Bacillus subtilis comprises keratinase. (PTO-892; Reference U; In particular, 
abstract, whole document) and Bacillus licheniformis comprises organic solvent stable protease 
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(PTO-892; Reference V; In particular, abstract, whole document). Further, though it seems that 
Applicant intends for the term "the Pyrococcus furiosus protease" to refer to a specific protein, 
but the recitation reads on all native and non-native proteases of Pyrococcus furiosus. In 
addition, the art teaches that Pyrococcus furiosus comprises the proteases carboxypeptidase 
(PTO-892; Reference W; In particular, abstract, whole document) and prolidase (PTO-892: 
Reference X; In particular, abstract, whole document). The specification has not adequately 
disclosed a method of allergen inactivation using any protease of Pyrococcus furiosus or any 
protease of any Bacillus species carrying a plasmid encoding any Pyrococcus furiosus protease 
gene. One of ordinary skill in the art would be required to perform undue experimentation to 
make and use the instantly claimed allergens and proteases in the instant allergen inactivating 
method commensurate in scope with the claims. 



Applicant's arguments filed on 1 1/17/2008 have been fully considered, but are not found 
persuasive. 

Applicant argues: 

"The rejection of claims 33,35,36, 39 and 40 is moot in view of the cancellation of these claims 
without prejudice or disclaimer. The rejection of claim 32 is overcome by the amendment to the claim. 

In Office action paragraph no. 7, the Examiner states that the claims are enabling for "an allergen 
inactivating method for dust mite extract-Df allergens by maintaining the dust mist extract Df-allergens 
under a condition in which Pfu protease S or papain enzymes and urea or SDS exist." Claim 32 has been 
amended to require "an enzyme of Bacillus species carryi'ng a plasmid that encodes the 
Pvrococcusfuriosus protease gene, or papain" and to require sodium dodecylsulfate (SDS) or urea. 

In Office action paragraph no. 8, the Examiner states that Applicant is in possession of: "an 
allergen inactivating method for dust mite extract-Df allergens by maintaining the allergens under a 
condition in which Pfu protease S or papain enzymes and SDS or urea exist." The issue appears to be 
related to that in paragraph no. 7 of the Office action, and Applicant submits that claim 32 has been 
amended to be limited in this manner. 
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It is the Examiner's position that the amendments filed on 1 1/17/2008 do not overcome 
the instant rejection. The specification does not adequately disclose an allergen inactivating 
method for 'Dermatophagoides farinae Hughes allergens.' The specification does not adequately 
provide support for 'Dermatophagoides farinae Hughes allergens.' The specification also does 
not adequately disclose an allergen inactivating method for Dermatophagoides farinae Hughes 
allergens by maintaining the allergens under a condition in which any 'enzyme of Bacillus 
species carrying a plasmid that encodes the Pyrococcus furiosus protease gene' exists. The 
recitation of 'enzyme of Bacillus species carrying a plasmid that encodes the Pyrococcus furiosus 
protease gene' reads on all enzymes of every Bacillus species, including all enzymes of a 
Bacillus species that carries a plasmid that encodes the Pyrococcus furiosus protease gene. One 
of ordinary skill in the art would not be able to practice the claimed method commensurate in 
scope with the claims without undue experimentation. Therefore, the rejection stands. 

9. Claim 32 stands rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claims contain subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventors, at the time the application was filed, had possession of the claimed invention for 
the same reasons as set forth in the Office Action mailed on 08/19/2008. 



Applicant is in possession of : an allergen inactivating method for dust mite extract-Df 
allergens by maintaining the allergens under a condition in which Pfu protease S or papain 
enzymes and SDS or urea exist. 
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Applicant is not in possession of : an allergen inactivating method for Dermatophagoides 
farinae Hughes allergens by maintaining the allergens under a condition in which an enzyme 
and a denaturing agent exist, wherein the enzyme is an enzyme of Bacillus species carrying a 
plasmid that encodes the Pyrococcus furiosus protease gene, or papain; and the denaturing 
agent is sodium dodecylsulfate, or urea. 

Neither the exemplary embodiments nor the specification's general method appears to 
describe structural features, in structural terms that arc common to the claimed genera. That is, 
the specification provides neither a representative number of species (allergens, enzymes, 
proteases,) to describe the claimed genera, nor does it provide a description of structural features 
that are common to species (allergens, enzymes, proteases) that can be used in the claimed 
invention. As discussed above, the specification provides no structural description of allergens, 
enzymes and proteases other than ones specifically exemplified for use in the claimed invention. 
The specification's disclosure is inadequate to describe the claimed allergen inactivating method 
using any 'Dermatophagoides farinae Hughes allergen,' any enzyme or any 'enzyme of Bacillus 
species carrying a plasmid that encodes the Pyrococcus furiosus protease gene' exists. 

Adequate written description requires more than a mere statement that it is part of the 
invention. See Fiers v. Revel, 25 USPQ2d 1601, 1606 (CAFC1993). The Guidelines for the 
Examination of Patent Application Under the 35 U.S.C.l 12, ^"Written Description" 
Requirement make clear that the written description requirement for a claimed genus may be 
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satisfied through sufficient description of a representative number of species disclosure of 
relevant, identifying characteristics, i.e., structure or other physical and or chemical properties, 
by functional characteristics coupled with a known or disclosed correlation between function and 
structure, or by a combination of such identifying characteristics, sufficient to show the applicant 
was in possession of the genus (Federal Register, Vol. 66, No. 4, pages 1099-1 1 11, Friday 
January 5, 20001, see especially page 1 106 3 rd column). 

V as-Cath Inc. v. Mahurkar , 19 USPQ2d 1111, makes clear that "applicant must convey 
with reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was 
in possession of the invention. The invention is, for purposes of the written description inquiry, 
whatever is now claimed." (See page 1117.) The specification does not "clearly allow persons 
of ordinary skill in the art to recognize that [he or she] invented what is claimed." (See Vas-Cath 
at page 1 116.). Consequently, Applicant was not in possession of the instant claimed invention. 
See University of California v. Eli Lilly and Co. 43 USPQ2d 1398. 

Applicant is directed to the final Guidelines for the Examination of Patent Applications 
Under the 35 U.S.C. 1 12, ]f 1 "Written Description" Requirement, Federal Register, Vol. 66, No. 
4, pages 1099-1 1 11, Friday January 5, 2001. 

Applicant's arguments filed on 1 1/17/2008 have been fully considered, but are not found 
persuasive. 

Applicant argues: 
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"The rejection of claims 33, 35, 36, 39 and 40 is moot in view of the cancellation of these claims 
without prejudice or disclaimer. The rejection of claim 32 is overcome by the amendment to the claim. 

In Office action paragraph no. 7, the Examiner states that the claims are enabling for "an allergen 
inactivating method for dust mite extract-Df allergens by maintaining the dust mist extract Df-allergens 
under a condition in which Pfu protease S or papain enzymes and urea or SDS exist." Claim 32 has been 
amended to require "an enzyme of Bacillus species carrying a plasmid that encodes the 
Pvmcocciisfiiriosus protease gene, or papain" and to require sodium dodecylsulfate (SDS) or urea. 

In Office action paragraph no. 8, the Examiner states that Applicant is in possession of: "an 
allergen inactivating method for dust mite extract-Df allergens by maintaining the allergens under a 
condition in which Pfu protease S or papain enzymes and SDS or urea exist." The issue appears to be 
related to that in paragraph no. 7 of the Office action, and Applicant submits that claim 32 has been 
amended to be limited in this manner. 



It is the Examiner's position that the specification does not adequately describe structural 
features of the genus of allergens, enzymes and proteases encompassed by the instant claim 
recitations. Therefore, the specification docs not clearly allow persons of ordinary skill in the art 
to recognize the genus of methods that have instantly been claimed. Therefore, the rejection 



10. The following rejections are necessitated by the amendment filed on 1 1/17/2008 . 

1 1 . Claim 32 is rejected under 35 U.S.C. 1 12, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

This is a New Matter rejection for the following reasons: 
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The allergen inactivating method for "Dermatophagoides farinae Hughes allergens" 
using an "enzyme of Bacillus species carrying a plasmid that encodes the Pyrococcus furiosus 
protease gene" claimed in claim 32 introduced by the amendment filed 1 1/17/2008 represents a 
departure from the specification and the claims as originally filed. 

Applicant's amendment does not point to the specification for support for the newly 
added limitations "Dermatophagoides farinae Hughes allergens" and "enzyme of Bacillus 
species carrying a plasmid that encodes the Pyrococcus furiosus protease gene" claimed in claim 
32. The specification and the claims as originally filed do not provide a clear support of for 
"Dermatophagoides farinae Hughes allergens" and "enzyme of Bacillus species carrying a 
plasmid that encodes the Pyrococcus furiosus protease gene." 



12. No claim is allowed. 



1 3 . Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nora M. Rooney whose telephone number is (571) 272-9937. 
The examiner can normally be reached Monday through Friday from 8:30 am to 5:00 pm. A 
message may be left on the examiner's voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Eileen O'Hara can be reached on (571) 
272-0878. The fax number for the organization where this application or proceeding is assigned 
is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

January 22, 2009 
Nora M. Rooney, M.S., J.D. 
Patent Examiner 
Technology Center 1600 



/Maher M. Haddad/ 

Primary Examiner, Art Unit 1644 



